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upon the following current good manu-
facturing practice conditions of use:

(1) The ingredient is used in wine, as
defined in 27 CFR 2.5 and 4.10, as an en-
zyme as defined in § 170.3(o)(9) of this
chapter to convert urea to ammonia
and carbon dioxide.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice. Current good man-
ufacturing practice is limited to use of
this ingredient in wine to inhibit for-
mation of ethyl carbamate.

[57 FR 60473, Dec. 21, 1992]

§ 184.1930 Vitamin A.
(a)(1) Vitamin A (retinol; CAS Reg.

No. 68–26–8) is the alcohol 9,13-di-
methyl-7-(1,1,5-trimethyl-6-cyclohexen-
5-yl)-7,9,11,13-nonatetraen-15-ol. It may
be nearly odorless or have a mild fishy
odor. Vitamin A is extracted from fish
liver oils or produced by total syn-
thesis from β-ionone and a propargyl
halide.

(2) Vitamin A acetate (retinyl ace-
tate; CAS Reg. No. 127–47–9) is the ace-
tate ester of retinol. It is prepared by
esterifying retinol with acetic acid.

(3) Vitamin A palmitate (retinyl
palmitate; CAS Reg. No. 79–81–2) is the
palmitate ester of retinol. It is pre-
pared by esterifying retinol with pal-
mitic acid.

(b) The ingredient meets the speci-
fications for vitamin A in the Food
Chemicals Codex, 3d Ed. (1981), p. 342,
which is incorporated by reference.
Copies are available from the National
Academy Press, 2101 Constitution Ave.
NW., Washington, DC 20418, or avail-
able for inspection at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC
20408.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufactur-
ing practice conditions of use:

(1) The ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(o)(20) of this chapter.

(2) The ingredient is used in foods at
levels not to exceed current good man-

ufacturing practice. Vitamin A may be
used in infant formula in accordance
with section 412(g) of the Federal Food,
Drug, and Cosmetic Act (the act) or
with regulations promulgated under
section 412(a)(2) of the Act.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 51610, Nov. 10, 1983]

§ 184.1945 Vitamin B12.

(a) Vitamin B12, also known as cyano-
cobalamin (C63H88CoN14O14P, CAS Reg.
No. 68–0919–099), is produced commer-
cially from cultures of Streptomyces
griseus.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 343, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Washing-
ton, DC 20418, or available for inspec-
tion at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW.,
suite 700, Washington, DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufactur-
ing practice conditions of use:

(1) The ingredient is used as a nutri-
ent supplement as defined in
§ 170.3(o)(20) of this chapter.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice. Vitamin B12 also
may be used in infant formula in ac-
cordance with section 412(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act) or with regulations promulgated
under section 412(a)(2) of the act.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[50 FR 6341, Feb. 15, 1985]

§ 184.1950 Vitamin D.

(a) Vitamin D is added to food as the
following food ingredients:
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(1) Crystalline vitamin D2 (C28H44O,
CAS Reg. No. 50–14–6), also known as
ergocalciferol, is the chemical 9,10-
seco(5Z,7E,22E)-5,7,10(19),22-
ergostatetraen-3-ol. The ingredient is
produced by ultraviolet irradiation of
ergosterol isolated from yeast and re-
lated fungi and is purified by crys-
tallization.

(2) Crystalline vitamin D3 (C27H44O,
CAS Reg. No. 67–97–0), also known as
cholecalciferol, is the chemical 9,10-
seco(5Z,7E,)-5,7,10(19)-cholestatrien-3-
ol. Vitamin D3 occurs in, and is iso-
lated from, fish liver oils. It is also
manufactured by ultraviolet irradia-
tion of 7-dehydrocholesterol produced
from cholesterol. It is purified by crys-
tallization. Vitamin D3 is the vitamin
D form that is produced endogenously
in humans through sunlight activation
of 7-dehydrocholesterol in the skin.

(3) Vitamin D2 resin and vitamin D3

resin are the concentrated forms of ir-
radiated ergosterol (D2) and irradiated
7-dehydrocholesterol (D3) that are sepa-
rated from the reacting materials in
paragraphs (a) (1) and (2) of this sec-
tion. The resulting products are sold as
food sources of vitamin D without fur-
ther purification.

(b) Vitamin D2 and vitamin D3 as
crystals meet the specifications of the
Food Chemicals Codex, 3d Ed. (1981),
pp. 344 and 345, which is incorporated
by reference. Copies are available from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418, or available for inspection at the
Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC 20408. FDA is develop-
ing food-grade specifications for vita-
min D2 resin and vitamin D3 resin in
cooperation with the National Acad-
emy of Sciences. In the interim, these
resins must be of a purity suitable for
their intended use.

(c)(1) In accordance with § 184.1(b)(2),
the ingredients are used in food as the
sole source of added vitamin D only
within the following specific limita-
tions:

Category of food Maximum levels in
food (as served) Functional use

Breakfast cereals,
§ 170.3(n)(4) of
this chapter.

350 (IU/100
grams).

Nutrient supple-
ment,
§ 170.3(o)(20) of
this chapter.

Category of food Maximum levels in
food (as served) Functional use

Grain products and
pastas,
§ 170.3(n)(23) of
this chapter.

90(IU/100 grams) Do.

Milk, § 170.3(n)(30)
of this chapter.

42 (IU/100 grams) Do.

Milk products,
§ 170.3(n)(31) of
this chapter.

89 (IU/100 grams) Do.

(2) Vitamin D may be used in infant
formula in accordance with section
412(g) of the Federal Food, Drug, and
Cosmetic Act (the act) or with regula-
tions promulgated under section
412(a)(2) of the act.

(3) Vitamin D may be used in mar-
garine in accordance with § 166.110 of
this chapter.

(d) Prior sanctions for these ingredi-
ents different from the uses established
in this section do not exist or have
been waived.

[50 FR 30152, July 24, 1985]

§ 184.1973 Beeswax (yellow and white).

(a) Beeswax (CAS Reg. No. 8012–89–3)
is a secretory product of honey bees
used as a structural material in honey-
combs. Beeswax is prepared from hon-
eycombs after removal of the honey by
draining or centrifuging. The combs
are melted in hot water or steam or
with solar heat, and strained. The wax
is refined by melting in hot water to
which sulfuric acid or alkali may be
added to extract impurities. The re-
sulting wax is referred to as yellow
beeswax. White beeswax is produced by
bleaching the constituent pigments of
yellow beeswax with peroxides, or pref-
erably it is bleached by sun light.

(b) The ingredient meets the speci-
fications of the ‘‘Food Chemicals
Codex,’’ 3d Ed. (1981), pp. 34–35, which is
incorporated by reference. Copies may
be obtained from the National Acad-
emy Press, 2101 Constitution Ave. NW.,
Washington, DC 20418, or may be exam-
ined at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW.,
suite 700, Washington, DC 20408.

(c) The ingredient is used as a flavor-
ing agent and adjuvant as defined in
§ 170.3(o)(12) of this chapter, as a lubri-
cant as defined in § 170.3(o)(18) of this
chapter, and as a surface-finishing

VerDate 12<JUN>98 10:17 Jun 17, 1998 Jkt 179068 PO 00000 Frm 00524 Fmt 8010 Sfmt 8010 Y:\SGML\179068T.XXX pfrm02 PsN: 179068T


